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qPMovAeD\é
Ravine Offce 9949 99 DG 23 P22
120 West Ravine Road D b 13 1999 "
_ Kingsport, TN 37660 ecemper L2,
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HOWARD MIZE, JR., M.D. RE D)Cket #: 94N-4845
JOHN B. RAFF, M.D.
Brookside Office | Dear Sirs:
1944 Brookside Drive L ) .
Kingsport, TN37660 | AS @ practicing orthopaedic Surgeon, | feel obliged to
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JAMES B. PHILLIPS, M.D.
PATRICK J. RIGGINS, M.D.

Midway Office
Suite 100
260 Midway Medical Park
Bristol, TN 37620
Telephone  423-968-4446
Fax423-968-4802

FRED KNICKERBOCKER, M.D.
MICHAEL R. FLEENOR, M.D.
JOHN TESTERMAN, M.D.

Bristol Regional Office
Office Plaza, 300-E
1 Medi cal  Park Bivd.
Bristol, Tennessee37620-7458
Telephone423-844-6450
Fax 423-844-6499

WILLIAM A. McILWAIN, M.D., FA.C.S.
NEALA. JEWELL, M.D,, FACS.
JOHN M. CHANDLER, M.D.
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regi ster ny opinion that
wi th the proposed FDA regul ations
bone al |l ograft as nedi cal devices.

it would be inappropriate to proceed
regarding utilization of

It is currently difficult enough to obtain satisfactory bone
ti ssue on a regular basjs and the cost is rather high. In
addition, reviewof the literature and ny own persona

experi ence supports the conclusion that he nethods of
obtai ning, processing and utilizing bone allopgraft erial is
wor ki ng %B|P Wi th véiy feM/conpliégtions. PETSt ol PELPt 13
under stand how a whol e body of new regul ati ons_woul d inprove
the current system If there are sone specific areas of
difficulty in obtaining and processing of these tissues, then
t hose coul d ﬁrobably be best managed by specific changes
directed at those problem areas (although”l am certainly not
aware of any nmj or probl em areas).

Therefore, in summary, | would like to strongly urge the
attenpts at the proposed regul atory actions be di sm ssed.

Sincerely,

F.A.C.S.

Jewell, M.D.,
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FORWARDING AND ADDRESS CORRECTION REQUESTED

DOCUMENT  MVANAGEMENT  BRANCH
FOOD AND DRUG ADM NI STRATI ON
5630 FI SHERS LANE

ROOM 1061

ROCKVI LLE, MD 20852
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